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DECISION!
l. INTRODUCTION

On October 15, 2015, R.S. (“petitioner”) filed a petition under the National Vaccine
Injury Compensation Program (“Vaccine Act” or “the Program”),242 U.S.C. § 300aa- 10 et seq.
(2012), alleging that as a result of receiving an influenza (“flu”) vaccine on October 1, 2013, she
suffered from Guillain-Barré syndrome (“GBS”) and polyneuropathy, organomegaly,
endocrinopathy, monoclonal gammopathy, and skin changes (“POEMS”) syndrome. Petition at

1 When this decision was originally filed the undersigned advised her intent to post it on the
United States Court of Federal Claims’ website, in accordance with the E-Government Act of
2002. 44 U.S.C. 8§ 3501 note (2012) (Federal Management and Promotion of Electronic
Government Services). In accordance with Vaccine Rule 18(b), petitioner filed a timely motion
to redact certain information. This decision is being reissued with initials, R.S. or S., in place of
petitioner’s name. Except for those changes and this footnote, no other substantive changes have
been made. This decision will be posted on the court’s website with no further opportunity to
move for redaction.

2 The National Vaccine Injury Compensation Program is set forth in Part 2 of the National
Childhood Vaccine Injury Act of 1986, Pub. L. No. 99-660, 100 Stat. 3755, codified as amended,
42 U.S.C. 8§ 300aa-10 to -34 (2012). All citations in this decision to individual sections of the
Vaccine Act are to 42 U.S.C. 8 300aa.



1-2. Respondent argued against compensation, stating that “this case is not appropriate for
compensation under the terms of the Vaccine Act.” Respondent’s Report (“Resp. Rept.”) at 2
(ECF No. 17).

After carefully analyzing and weighing the evidence presented in this case in accordance
with the applicable legal standards, the undersigned finds that petitioner has failed to provide
preponderant evidence that the flu vaccine she received on October 1, 2013, caused her injuries.
Therefore, entitlement must be denied.

1. PROCEDURAL HISTORY

The petition was filed in this matter on October 15, 2015. Shortly thereafter, on October
26, 2015, petitioner filed seven medical record exhibits. Petitioner’s Exhibits (“Pet. Exs.”) 1-7
(ECF No. 7). Petitioner filed additional medical records, her supporting affidavit, and a
Statement of Completion on October 27, 2015. Pet. Exs. 8-23 (ECF Nos. 9-10); Pet. Aff. dated
Oct. 27, 2015 (ECF No. 11). On February 22, 2016, respondent filed his Rule 4(c) Report,
recommending against compensation. Resp. Rept. at 2.

A status conference was held in April 2016 to determine next steps in the case, and the
parties agreed that petitioner should file an expert report. Order dated Apr. 27, 2016 (ECF No.
18). Petitioner filed two additional sets of medical records on March 26, 2016 and June 6, 2016,
respectively. Pet. Exs. 24-28 (ECF Nos. 21, 25). On August 5, 2016, petitioner filed an expert
report by Dr. Norman Latov. Pet. Ex. 29 (ECF No. 26). Respondent thereafter filed a
responsive expert report by Dr. Dennis Bourdette on January 6, 2017. Resp. Ex. A (ECF No.
33). On January 26, 2017, the undersigned ordered petitioner to file a supplemental expert report
addressing the opinions of Dr. Bourdette. Order dated Jan. 26, 2017 (ECF No. 34). Petitioner
submitted a supplemental report from Dr. Latov on March 23, 2017. Pet. Ex. 31 (ECF No. 35).

On May 2, 2017, the undersigned held a Rule 5 status conference with the parties. Order
dated May 2, 2017 (ECF No. 39). Given the complexities of the case, the undersigned did not
offer her preliminary findings. Rather, both parties agreed that expert reports addressing the
hematologic aspect of petitioner’s claim would be helpful. Respondent filed an expert report by
Dr. Brea Lipe on June 16, 2017. Resp. Ex. C (ECF No. 40). On December 4, 2017, petitioner
submitted a responsive report from Dr. Latov. Pet. Ex. 38 (ECF No. 54). After a number of
months, petitioner filed an expert report from Dr. Samir Parekh on October 11, 2018. Pet. Ex. 57
(ECF No. 75).

On June 20, 2018, the undersigned set this matter for hearing to take place on January 29-
30, 2019. Order dated June 20, 2018 (ECF No. 72). The parties completed their respective pre-
hearing filings by early January 2019, and the hearing took place as scheduled. The parties filed
post-hearing briefs on April 26, 2019 and July 24, 2019, respectively.

This matter is now ripe for adjudication.



I11.  MEDICAL TERMINOLOGY

As the literature filed in this case establishes, GBS is a peripheral neuropathy involving
rapidly-progressive and ascending motor paralysis caused by demyelination of the peripheral
nerves. See Pet. Ex. 29, Tab C at $21-S22.2 The primary clinical features of the disease are
generalized muscle weakness combined with sensory symptoms. Id. at S21. Symptoms
indicative of GBS typically begin abruptly with paresthesia in the feet, progressing to paralysis
of the lower limbs, and ascending to the trunk, limbs, and face. 1d. at S21-S22. Weakness of the
facial muscles and respiratory complaints are also common features. Id. Patients suffering from
GBS typically experience a monophasic course and reach nadir between two and four weeks
following onset. 1d. at S21. Chronic inflammatory demyelinating polyneuropathy (“CIDP”) is a
chronic form of GBS, which progresses slowly over time, but manifests similar symptoms. Resp.
Ex. E, Tab 1 at 477.% Patients with symptoms consistent with GBS, but lasting longer than two
months, are typically considered to be suffering from CIDP.

POEMS syndrome, by contrast, is a paraneoplastic syndrome due to an underlying
plasma cell disorder. Pet. Ex. 29, Tab F at 214.° Typical features of the syndrome include:
demyelinating polyradiculoneuropathy, organomegaly, endocrinopathy, monoclonal plasma cell
disorder, and skin changes. Id. The diagnostic criteria for the condition requires a patient to
satisfy two mandatory criteria: polyneuropathy and monoclonal gammopathy, along with one of
the following: elevated serum vascular endothelial growth factor (“VEGF”) levels, sclerotic bone
lesions, or Castleman’s disease. Id. Additionally, patients suffering from POEMS may have
various minor criteria, such as papilledema and thrombocytosis. Id. The progression of
symptoms is gradual, with the median time from onset to diagnosis being thirteen to eighteen
months. Resp. Ex. C, Tab 4 at 304.° Misdiagnosis of the illness is common due to its rarity and
multi-system manifestations. 1d. The most common misdiagnoses, based on the initial
symptoms, include CIDP, diabetes, and nephritis. 1d.

Despite their differences, distinguishing between POEMS and GBS/CIDP is difficult
during the early phases given the similarities in the initial presenting neuropathy. The literature
filed in this matter suggests that over half of POEMS patients presenting with a related
polyneuropathy are diagnosed initially with CIDP. Resp. Ex. E, Tab 1 at 477. Clinically, POEMS
patients typically experience distal muscle weakness in the lower extremities only, while patients

3 Arthur Asbury & David Cornblath, Assessment of Current Diagnostic Criteria for Guillain-
Barré Syndrome, 27 Ann. Neurol. S21 (1990).

4 Saiko Nasu et al., Different Neurological and Psychological Profiles in POEMS Syndrome and
Chronic Inflammatory Demyelinating Polyneuropathy, 83 J. Neurol. Neurosurg. Psychiatry 476
(2012).

% Angela Dispenzieri, CME Information: POEMS Syndrome: 2014 Update on Diagnosis, Risk-
Stratification, and Management, 89 Am. J. Hematol. 213 (2014).

6 Jian Li & Dao-Bin Zhou, New Advances in the Diagnosis and Treatment of POEMS
Syndrome, 161 Brit. J. Hematol. 303 (2013).




with GBS/CIDP experience weakness in both the upper and lower limbs. 1d. In addition, patients
with POEMS usually complain of neuropathic pain in the lower extremities, whereas patients
with symptoms akin to GBS/CIDP rarely complain of pain. Id. Patients whose symptoms are
initially believed to be compatible with GBS/CIDP may later be diagnosed with POEMS
syndrome based on the subsequent course of illness as additional symptoms manifest.

Although intravenous immunoglobulin (“IVIG”) treatments are utilized successfully in
resolving both GBS and CIDP, single agent IVIG therapy is not considered to be the most
effective treatment for POEMS syndrome. Pet. Ex. 29, Tab F at 220. Case reports, however, do
indicate that IVIG treatment can result in a reduction of serum VEGF levels and clinical
improvement in some patients. Id. Indeed, even after initial treatment with 1VIG therapy,
POEMS syndrome will become progressively worse until the proper treatment is administered.
Radiation, melphalan-dexamethasone, and corticosteroids typically result in the most noted
improvement in the majority of POEMS syndrome cases. Id. at 219-20.

IV. FACTUAL SUMMARY
A Medical History Prior to Vaccination

R.S. was born on August 23, 1972. Pet. Ex. 3 at 35. Prior to her receipt of the vaccine
at issue in this matter, R.S. had no history of neurological abnormalities. Her prior medical
history is significant for cherry angiomas, basal cell neoplasms, and depression. Pet. Ex. 2 at
1; Pet. Ex. 3 at 35-36.

B. Receipt of Vaccination and Subsequent Clinical Course
i. Medical Treatment in 2013

R.S. received the flu vaccine at issue herein on October 1, 2013. Pet. Ex. 1 at 1.
No adverse reaction was noted at the time of vaccine administration. Id.

On November 6, 2013, roughly four weeks following her vaccination, R.S. presented to
Dr. Gopalan Umashanker, a neurologist employed with Cottage Hospital in Woodsville, New
Hampshire. Pet. Ex. 6 at 1-2. R.S. complained of weakness and numbness in her legs. Id. at 1.
She reported to Dr. Umashanker that three days following her receipt of the flu vaccine, she
experienced severe diarrhea and stomach pain that lasted a couple of days. 1d. Around October
10, 2013, R.S. reported that she developed numbness in the tips of her toes, which eventually
ascended to the pads of her feet and toes. Id.

At the time of her visit with Dr. Umashanker, petitioner’s symptoms had progressed over
the past week to include pain in the calves and hips, fatigue, palpitations, numbness in the
fingers, unsteady gait, and drooling. Pet. Ex. 6 at 1. Upon exam, petitioner’s dorsiflexors were
noted to be weak, and reflexes in her ankles, biceps, and knees were diminished. 1d. at 2. A mid-
shin sensory deficit was also noted. Id. Dr. Umashanker assessed R.S. with “probabl[e]” GBS
due to the markedly diminished reflexes, sensory deficits, and facial involvement, though it was
noted that additional testing would be needed to confirm the diagnosis. Id. R.S. was



admitted to Dartmouth Hitchcock Medical Center (“Dartmouth’) that same day for further
testing. Id.

Upon admission to Dartmouth, R.S. was seen by a second neurologist, Dr. Elijah
Stommel. Pet. Ex. 7 at 1-6. Consistent with the history provided to Dr. Umashanker, R.S.
reported that she developed a “GI bug” three days following her receipt of the flu vaccine on
October 1, 2013. Id. at 1. By mid-October of that year, she developed toe and finger numbness,
calf pain, weakness in the lower extremities, low back pain, palpitations, drooling, and eye strain.
Id. at 1-2. Dr. Stommel reviewed R.S.’s history and opined that her course was “concerning for
acute inflammatory demyelinating polyneuropathy” or AIDP. Id. at 6. Dr.

Stommel further noted the viral illness reported prior to the onset of symptoms which would be
consistent with such a diagnosis. 1d. A lumbar puncture conducted during R.S.’s hospital stay
showed a slightly elevated protein of 57 (range: 15-45) with normal glucose. Id. at 44. An EMG
was consistent with a generalized peripheral neuropathy with demyelinating features. Id. at

56. R.S.’s lab tests also indicated that she had thrombocytosis, with an elevated platelet count of
473 x10(3) /mcL. Id. at 4. Her IgA level was within normal limits at 174 (range: 70- 400mg/dL).
Id. at 5. R.S. was discharged on November 11, 2013, with diagnoses of GBS and AIDP. Id. at 54.
Discharge notes indicated that she received a dose of Solu-medrol (200mg) and a five-day course
of IVIG treatment with noted improvement in extremity strength. Id. at 54- 58.

R.S. was hospitalized a second time at Littleton Regional Healthcare (“Littleton
Regional”) in Littleton, New Hampshire, from November 26-29, 2013, due to difficulties with
her speech and gait. Pet. Ex. 5 at 658-59. Upon admission, R.S. reported that she did well over a
two-week period, but started to experience increased tingling in the legs and fingers, difficulty
walking, chest pain, and voice issues, roughly thirty-six hours prior to presentation. Id. at 658. It
was noted that she received a flu vaccine in early October. 1d. at 658, 659.

Emergency room treaters assessed her with a GBS flare and recommended further treatment with
IVIG. Id. at 659. Her thrombocytosis persisted, with labs indicating her platelets remained
elevated at 707 K/uL. Id. at 628. On November 27, 2013, Dr. Stephen Goldberg conducted a
serum protein electrophoresis (“SPEP”) test without immunofixation (“IFE”) to test for
monoclonal gammopathy. Pet. Ex. 7 at 600. R.S. tested negative for the monoclonal protein, but
two beta region peaks were recorded. Id. The assessment remained GBS with treatment related
fluctuation. Pet. Ex. 5 at 681. Discharge records indicated that R.S.’s paresthesia and gait
improved following IVIG treatment. 1d. Her deep tendon reflexes remained absent and she
continued to experience residual tingling in the toes. Id.

R.S.’s health continued to worsen. Less than two weeks later, she was readmitted to
Littleton Regional on December 10, 2013 for persistent lower extremity weakness, sensory loss,
and paralysis in the lower extremities. Pet. Ex. 5 at 544; Pet. EX. 7 at 324-26. Upon admission,
petitioner complained of worsening paresthesia, continued gait abnormalities, and leg pain. Pet.
Ex. 5 at 485-87. R.S. received two additional infusions of IVIG at Littleton Regional, with no
improvement in strength. Pet. Ex. 7 at 314-16. She was transferred back to Dartmouth on
December 12, 2013 for further evaluation and treatment. 1d. She finished her
five-day course of IVIG at Dartmouth with a steady improvement in strength noted following her



last treatment. Id. at 342. R.S. was discharged on December 15, 2013, with instructions to
follow up with her primary neurologist as needed. Id. at 325.

On December 20, 2013, Petitioner presented for a follow-up appointment with Dr.
Stommel. Petitioner reported that she continued to experience weakness, but could ambulate
well with a walker. Pet. Ex. 7 at 471-72. On exam, Dr. Stommel noted residual complaints,
including sensory loss in the lower extremities, weakness in both legs, and subtle weakness in
the biceps. 1d. at 471. A repeat nerve conduction study revealed a slight worsening in active
denervation in the left tibialis. Id. Given the progression of her symptoms, Dr. Stommel
recommended that she continue IVIG treatments. 1d. Dr. Stommel also prescribed Cellcept. Id.
Lab testing conducted on December 26, 2013, and January 15, 2014, indicated that Ms. Saver’s
thrombocytosis remained persistent with elevated platelet levels of 554 k/uL and 583 k/uL,
respectively. Id. at 477, 484. R.S. remained relatively stable throughout the remainder of 2013,
though she continued to complain of tremors, foot pain, blurred vision, fatigue, weakness, and
diminished sensation in the lower extremities. Pet. Ex. 7 at 478-79.

ii. Medical Treatment in 2014

R.S. presented to Littleton Regional for a fourth hospitalization on January 27, 2014.
Pet. Ex. 5 at 63-65, 379. The history recorded at discharge indicated that she was diagnosed with
GBS initially on November 6, 2013, and suffered three relapses all of which required IVIG
treatment. 1d. at 63. Upon admission, R.S. complained of cognitive issues, fever, and chills. Id.
at 63-64. She also had “trouble remembering things.” 1d. at 64. The attending physician
diagnosed R.S. with aseptic meningitis secondary to an IVIG infusion she received on January
23, 2014. 1d. at 69. An MRI of the thoracic spine showed a spinal cord neoplasm at the T12-L1
level. Id. at 379. The attending neurologist opined that the neoplasm was likely incidental and
not related to petitioner’s paresthesia, which he deemed to be related to a CIDP diagnosis. Pet.
Ex. 5 at 64.

On February 4, 2014, petitioner presented to the Massachusetts General Hospital
(“MGH”) neuromuscular clinic for an evaluation of her persistent symptoms. Pet. Ex. 8 at 26-30.
The health history recorded during this visit indicated that R.S.’s symptoms began with
progressive lower limb weakness in October 2013 and thereafter progressed to include severe
fatigue, calf pain, gait abnormalities, and sensory deficits. Id. at 26-29. The attending
physician, Dr. Michael Bowley conducted a repeat EMG and nerve conduction analysis, both of
which continued to show evidence of sensory and motor polyneuropathy. Id. at 8-10. Dr.
Bowley concluded that R.S. likely had CIDP, with multiple subsequent relapses, given her
clinical history of rapidly evolving motor deficits, distal areflexia, and elevated CSF. Id. at 28.
R.S.’s “initial improvement” with IVIG was also considered to be supportive of such a
diagnosis; however, Dr. Bowley indicated that her repeated relapses did not respond as well to
further IVIG treatment. Id. Dr. Bowley recommended that she increase her mycophenolate dose
and use corticosteroids as needed. 1d. at 29. Her platelet count remained elevated at 627 k/uL.
Pet. Ex. 9 at 131. A SPEP test conducted on February 4, 2014, showed an abnormal pattern of
two IgA lambda components at 0.22 and 0.06 g/dL in the beta region, but was negative for
monoclonal protein. Pet. Ex. 8 at 3-4.



Petitioner was hospitalized for a thoracic laminectomy and mass resection on February
12, 2014, both of which were unrelated to her underlying disease course. Pet. Ex. 9 at 25, 127-
28. Prior to the surgery, her treaters discovered a spinal mass and recommended removal out of
concern for lymphoma. Id. at 116-19. Pathologic testing indicated that the mass was a T12
hemangioma. On February 18, 2014, R.S. was transferred to a rehabilitation facility for
occupational and physical therapy. Pet. Ex. 10 at 36-39. Upon discharge on March 14, 2014,
petitioner could ambulate and transfer with a walker. Id. at 38. Her discharge diagnoses
included extradural spinal mass and post-T12 laminectomy, with a secondary diagnosis of
GBS/CIDP. Id. at 32.

On May 27, 2014, R.S. presented for a follow-up appointment at MGH with Dr.
Jennifer Dineen. Pet. Ex. 8 at 14-18. She reported that she continued to experience fatigue,
weakness in her legs, tremors, nerve pain, gait abnormalities, and blurry vision. Id. at 15-16. Her
exam revealed a sensory and motor neuropathy with features indicative of a demyelinating
polyneuropathy. 1d. at 15. Dr. Dineen recommended that R.S. continue Cellcept and maintain
Gabapentin as needed. Id. at 18. She also decreased petitioner’s Prednisone dosage to 30mg
daily. Id. at 18. Dr. Dineen did not think that further IVIG treatment would be helpful at this
time. Id.

iii. POEMS Diagnosis and Treatment in July and August 2014

R.S. presented to Littleton Regional Hospital on July 14, 2014, with complaints of
postural headaches, diplopia, incontinence, and cognitive issues. Pet. Ex. 22 at 194. Upon
admission, petitioner was evaluated by Dr. Umashanker in the emergency room. Id. A lumbar
puncture revealed an elevated opening pressure with no white blood cells detected, and a normal
total protein at 38 mg/dl. Id. at 195. A brain MRI conducted during the visit was also normal.
1d. Given the above, R.S.’s treaters felt her symptoms were consistent with benign intracranial
hypertension. 1d. Prior to her discharge, R.S. was also evaluated by an ophthalmologist, Dr.
Krista Haight, for complaints associated with eye pressure, pain, and hazy vision. Pet. Ex. 53 at
1. Dr. Haight assessed petitioner with papilledema. Id. at 3.

On July 31-August 5, 2014, R.S. presented to MGH for complaints related to persistent
headaches and vision changes. Pet. Ex. 18 at 1232. Upon admission, R.S. was evaluated by a
neurologist, Dr. Mingming Ning. Id. Cerebrospinal fluid testing was unrevealing. Id. Intake
notes indicated that R.S. had symptoms of CIDP-like neuropathy, thrombocytosis, and
papilledema. 1d. Dr. Ning suspected that R.S. might have POEMS syndrome and he
recommended a hematology consult. A SPEP draw with immunofixation, conducted on August
1, 2014, revealed a persistent IgA lambda monoclonal protein with components at 0.15 and 0.06
g/dl. 1d. at 1163, 1165. The free light chain evaluation showed normal kappa level, and elevated
lambda at 31, which was considered to be within a normal ratio limit. Id. at 1163. It was also
noted that R.S. had possible sclerotic lesions in the mandible and right pelvis following a
skeletal survey, though a bone scan showed no definitive sclerotic lesions. Id.

R.S. returned to MGH on August 12, 2014. Pet. Ex. 18 at 441, 1152. Upon admission, she
complained of lethargy, reduced appetite, and blurry vision. She also reported



that her symptoms of weakness remained stable, though she had lost movement in her right toe.
Id. at 441, 1167. Treaters questioned the need to continue Cellcept and Prednisone in light of the
alternative treatment plan for suspected POEMS syndrome. Id. at 1086. Petitioner was
evaluated by the attending hematologist, Dr. Annemarie Fogerty, on August 13, 2014. Id. at
1163. Dr. Fogerty assessed petitioner with a progressive neuropathy, dual M-spike, and
thrombocytosis, concerning for POEMS syndrome. Id. It was noted that petitioner satisfied the
two major criteria for the condition (i.e., neuropathy and monoclonal gammopathy), as well as
two minor criteria: papilledema and thrombocytosis. 1d. Petitioner’s VEGF levels, taken on
August 14, 2014, were noted to be elevated at 1799 (reference range: 31-86), and the diagnosis
of POEMS syndrome was confirmed. 1d. at 444, 446.

Prior to her discharge on August 18, 2014, petitioner was evaluated by another
hematologist, Dr. Andrew Yee. Pet. Ex. 18 at 1082. Dr. Yee discussed POEMS syndrome with
R.S. and explained her course in light of the accepted diagnostic criteria. In his opinion, multiple
clinical factors identified in R.S.’s prior history, including: polyneuropathy, IgA lambda
gammopathy, markedly elevated VEGF levels, thrombocytosis, and papilledema, supported a
POEMS diagnosis. 1d. Dr. Yee also discussed treatment options with R.S., including a stem cell
transplant. 1d. Petitioner’s records reveal that Dr. Yee recommended Revlimid and
dexamethasone for her POEMS-related symptoms. Id.

iv. Medical Care in 2015 and Current Condition

R.S. underwent an autologous stem cell transplant on January 29, 2015. Pet. Ex.
18 at 385-93. Of note, her VEGF levels improved with treatment. Id. at 386. R.S.’s platelets also
returned to normal. Pet. Ex. 19 at 1, 28.

On June 17, 2015, R.S. presented to Dr. Angela Dispenzieri, a hematologist at the Mayo
Clinic, for a second opinion regarding her POEMS diagnosis. Dr. Dispenzieri noted that
petitioner had been diagnosed with POEMS in August 2014 based on a set of factors, including:
demyelinating peripheral neuropathy, IgA lambda monoclonal protein, hypertrichosis, white
nails, papilledema, peripheral edema, and thrombocytosis. Pet. Ex. 19 at 27. Dr. Dispenzieri
placed the onset of petitioner’s illness in October 2013, when she experienced new onset fatigue
and numbness/tingling in the feet, along with eruptions of cherry angiomas on the skin. 1d. By
October/November 2013, her symptoms progressed to include muscle pain, difficulty walking,
ascending hip pain, numbness in the fingers, and slight drooling. 1d. Her initial hospitalization in
November 2013 for presumed GBS/CIDP was noted, along with her initial marked improvement
with IVIG treatment.

Following her initial hospitalization, Dr. Dispenzieri noted that R.S.’s course worsened.
Pet. Ex. 19 at 27. Additional treatment with IVIG, Cellcept, and Prednisone through 2014 did not
result in similar levels of improvement. Id. Following her POEMS diagnosis,

"VEGF levels are elevated in patients diagnosed with POEMS syndrome. See Pet. Ex. 29, Tab F
at 215. VEGF is known to target endothelial cells and induce a rapid and reversible increase in
vascular permeability. 1d. It is expressed by osteoblasts in bone tissue, macrophages, tumor cells,
including plasma cells, and megakaryocyte/platelets. 1d.
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R.S. started treatment with Revlimid and dexamethasone between September 2014 and December
2014, which resulted in a significant decrease in the serum VEGF, but only marginal improvement
in her lower extremity neuropathy symptoms. Id. at 28. Further treatment with cyclophosphamide
mobilization, high-dose melphalan, and stem cell infusion resulted in good improvement. Id. All
in all, Dr. Dispenzieri opined that R.S.’s course was consistent with POEMS syndrome. Id. at 30.

As of May 2015, R.S. continues to be treated for POEMS. Pet. Ex. 18 at 562. She
routinely experiences fatigue, intermittent headaches, hot flashes, foot swelling and discomfort,
and diminished strength in both feet. 1d. at 563-64. A neurological exam conducted on May 29,
2015 showed normal function apart from marked weakness and sensory loss in the lower limbs.
1d. at 565. Her gait was also improved. Id.

V. Fact and Expert Testimony
A. Fact Witnesses
i. Russell S., M.D.

Dr. S., petitioner’s husband, testified about her health history and course following her
receipt of the flu vaccine at issue herein. Tr. 139. Prior to receiving the flu vaccine, Mr. S
described petitioner as healthy and physically active. Tr. 142. She enjoyed skiing, hiking,
completing household tasks, and spending time with the family dogs. Tr. 142, 144. R.S.
worked as a medical assistant/consultant with a primary focus on electronic medical record
training and administration. Tr. 143. Dr. S. testified that petitioner’s position as a consultant
was demanding, but she enjoyed the social interaction and travel-related responsibilities. Tr.
143-44.

Dr. S. next recalled petitioner’s deterioration in health following her receipt of the flu
vaccine. Tr. 145. He testified that petitioner returned from a work conference shortly after
receiving the flu vaccine, at which time she began complaining of calf pain and numbness in the
feet. Id. Given his medical training, Dr. S. suspected that petitioner might have GBS, but she
initially attributed these early-in-time symptoms to travel fatigue or perhaps the wearing of high-
healed shoes. Tr. 145-46.

According to Dr. S., petitioner first sought treatment for her symptoms around the
beginning of November 2013. Tr. 146. He recalled that petitioner complained of persistent calf,
upper leg, and back pain. Id. She had also fallen several times at work. Tr. 146-47. Her
symptoms rapidly progressed to include numbness and tingling in the feet, ankles, and hands.
Tr. 147. Petitioner also experienced paralysis, drooling, palpitations, nerve pain, and breathing
difficulties, which prompted her initial emergency room visit on November 6, 2013 to
Dartmouth Hitchcock. Tr. 147-48.

During her initial hospitalization, Dr. S. recalled that petitioner’s symptoms improved
immediately upon receiving IVIG treatment. Tr. 150. She gained back much of her strength
following two to three doses. 1d. Upon discharge, R.S. needed assistance with



standing. Tr. 151. She also experienced problems with her balance. 1d. Otherwise, she returned
home following clearance by her physical and occupational therapists. Id.

In the days following her initial hospitalization, Dr. S. stated that petitioner expressed
concern regarding the length of time of her recovery. Tr. 152. Petitioner’s recovery remained
steady and she expressed interest in returning to work. Id. Roughly two weeks later, however,
she experienced a relapse in symptoms. Id. The pain, numbness, and weakness started in her feet
and progressed up her body. Id. Petitioner was hospitalization a second time, but improved
following additional rounds of IVIG treatment. Tr. 153. Dr. S. recalled that both he and
petitioner understood her recovery would be gradual, but they both expected a full recovery
consistent with a GBS course. Tr. 53-54.

Following a third hospitalization, Dr. S. recalled that petitioner’s treaters expressed some
skepticism regarding the progression of her symptoms, as such treatment-related fluctuations
attributable to GBS did not usually progress for extended periods of time. Tr. 154. Dr. S.
recalled that petitioner’s doses of IVIG administered during the third hospitalization did not
result in the same improvement as the previous infusions. Tr. 155-56. According to Dr. S.,
around December 2013, petitioner’s diagnosis changed to CIDP, which he understood to be a
chronic form of GBS. Tr. 160. He recalled that petitioner’s treaters recommended a change in
medication to include steroids and Cellcept. 1d.

Consistent with the medical records detailed above, Dr. S. recalled that petitioner was
assessed for other health concerns as her course progressed (primarily during January 2014). Tr.
160. Specifically, petitioner developed aseptic meningitis following a rapid administration of
IVIG. Tr. 160-61. Treaters also identified thoracic lesions following a full-body MRI, which
resulted in a lymphoma work-up and lesion removal thereafter in February of that year. Tr. 161-
62. Petitioner’s surgery and weakened state resulted in an extended stay in a rehabilitation
facility throughout March, April, and May 2014. Tr. 163.

Dr. S. next recalled petitioner’s course throughout July and August 2014, along with her
initial diagnosis of POEMS. Tr. 163. Dr. S. recalled that petitioner began to complain of a
significant increase in angiomas, weight loss, fatigue, and further gait abnormalities throughout
this time period. Tr. 163-65. In July 2014, petitioner also began to experience intercranial
pressure, which resulted in a brain shunt, and papilledema. Tr. 165-66. Following a hematologic
consult in August of that year, Dr. S. recalled that petitioner’s treaters suspected she had
POEMS due to her elevated platelet levels and serum VEGF. Tr. 166.

Dr. S. also attended petitioner’s appointment at the Mayo Clinic with Dr.
Dispenzieri. Tr. 167. According to Dr. S., petitioner’s treaters recommended she see Dr.
Dispenzieri given her extensive experience with POEMS patients and the overall rarity of the
disease. Tr. 168. In his view, petitioner scheduled the visit to discuss the best treatment protocol

moving forward. 1d. He did not recall Dr. Dispenzieri discussing the onset of petitioner’s
POEMS or her initial GBS diagnosis. Tr. 168-69.

Given the extent of her health deterioration over the course of 2013 and 2014, Dr. S.
testified that petitioner continues to experience a number of ongoing physical disabilities due to
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her condition. Tr. 172. She has fatigue, pain, and balance issues. Tr. 172, 176. These ailments
require routine maintenance, including daily medication. Tr. 176-77. Due to the pressure on her
brain, petitioner underwent a surgical procedure to insert a brain shunt which helped with her
balance. Tr. 176. She also continues to suffer from anxiety and depression. Tr. 172-73. Dr. S.
expressed concern regarding petitioner’s health in the long term given her persistent

physical limitations and mental health issues. Tr. 177-78.

ii. R.S.

Petitioner, R.S., also testified at hearing. Tr. 179. Her testimony largely consisted of her
own recollections of her overall health history prior to receiving the flu vaccine, as well as
descriptions of the symptoms that followed. Prior to October 2013, petitioner described herself
as healthy, physically active, and outgoing. Tr. 181, 184. She worked as a medical
assistant/consultant and enjoyed the travel and social interaction her job required. Tr.

181-82, 184-85.

Petitioner recalled the day she received the vaccine at issue in this matter. Tr. 186. She
described the day as normal. Id. She did not experience any unusual symptoms during vaccine
administration or in the days immediately thereafter. Id. Petitioner stated that she first began to
experience adverse symptoms, such as numbness in the feet and fatigue, roughly two weeks post
vaccination. Tr. 186-88.

By early November 2013, however, R.S. recalled that her symptoms progressed to
include gait and swallowing abnormalities, pain, numbness in the fingers and legs, and drooling.
Tr. 188-89. Following initial treatment with IVIG, petitioner testified that she felt “remarkably
better.” Tr. 191. Petitioner reported that she could ambulate with a walker and regained some of
her upper body strength upon discharge. Tr. 192. Despite her symptoms, petitioner’s treaters
indicated to her that she should expect to recover fully, though the overall healing would take
time. Id. Following two additional hospitalizations for a relapse of symptoms, R.S. recalled that
IVIG treatment seemed to be less effective. Tr. 193-95.

Leading up to her POEMS diagnosis in August 2014, Petitioner testified that she began to
experience head pain/cranial pressure and papilledema in the summer of 2014. Tr. 195-96. She
recalled the day her treaters recommended a blood draw to measure her serum VEGF. Tr. 198.
Roughly two weeks later, she was diagnosed with POEMS syndrome. 1d.

R.S. next recalled her visit with Dr. Dispenzieri at the Mayo Clinic. Tr. 199. She stated
that her treaters recommend she see Dr. Dispenzieri given her expertise in the disease. Id.
Petitioner reported that that she discussed various treatment options with Dr. Dispenzieri to
determine how best to proceed with the overall management of the disease. 1d. Despite her
satisfaction with Dr. Dispenzieri’s recommendations, R.S. took issue with some of the visit
notes indicating that her POEMS syndrome began in late 2013. Tr. 200. Rather, R.S. reported
that she may have felt “run down” from working, but she did not recall experiencing any other
adverse symptoms apart from normal angiomas. Tr. 201.
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Consistent with Dr. S.’s testimony, petitioner reported that she continues to suffer from
adverse symptoms related to her illness. Tr. 201-02. She attends multiple doctor visits to manage
her symptoms. Tr. 204. For instance, Petitioner noted that she has undergone a shunt placement
procedure and stem cell transplant to help abate her disease progression. Tr. 203. She also
continues to suffer from depression. Id. All in all, R.S. expressed frustration in her inability to
work, to take part in outdoor activities, and to actively participate in family life. Tr. 203-04.

B. Expert Witnesses
i. Norman Latov, M.D.

Dr. Latov provided an opinion on petitioner’s behalf as to the etiology of R.S.’s
condition, along with the flu vaccine’s purported role in causing her symptoms. Dr. Latov
opined that R.S. was properly diagnosed with GBS, which was vaccine-caused, and that her
subsequent diagnosis of POEMS was caused by GBS. Tr. 33-34, 52. Dr. Latov filed three
expert reports in support of his medical theory of causation. See Pet. Exs. 29, 31, 38.

Dr. Latov obtained his medical degree from the University of Pennsylvania. Tr. 7; Pet.
Ex. 30 at 1. After medical school, Dr. Latov went on to complete a neurology residency and
immunology fellowship at Columbia University. Tr. 7. He then joined the faculty at Columbia,
where his research and teaching responsibilities focused on autoimmune neuropathies. Tr. 7-8.
At present, Dr. Latov serves as a Professor of Neurology and Neuroscience, and the Director of
the Peripheral Neuropathy Center, at Cornell University. Tr. 8. His clinical duties include
supervising medical students and attending to patients in the neuropathy center. Tr. 8-9. Dr.
Latov estimated that his clinic practice represents sixty percent of his current work. Tr. 9. He
testified that he treats patients with all forms of neuropathy, including GBS and CIDP. Tr. 11.
He also follows roughly ten patients with POEMS syndrome. Id. Dr. Latov also conducts
research in the fields of neurology and neuroimmunology, and he is board certified in neurology
and psychiatry. Tr. 8-9.

To begin, Dr. Latov reviewed R.S.’s symptoms and the progression of her condition
compared to the most common features of GBS. Dr. Latov defined GBS as an acute, or rapidly
progressive neuropathy, in which the immune system attacks the myelin component of the
peripheral nerves. Tr. 13, 21; Pet. Ex. 29 at 7. A typical GBS course includes generalized
weakness, tingling, pain, unsteady gait, cranial nerve involvement, and loss of bowel function.
Tr. 14. Demyelination of the nerve can also result in secondary axonal loss, which leads to
chronic muscle atrophy and weakness. Tr. 21. GBS is distinguished from other types of
neuropathies by using an array of diagnostic testing, including a physical exam, nerve
conduction studies, CSF analysis, and MRI imaging. Tr. 13. The condition is routinely treated
with plasmapheresis or IVIG. Tr. 15.

Dr. Latov next discussed petitioner’s health history in the weeks prior to her first hospital
admission on November 6, 2013, and its relationship to her initial GBS diagnosis and subsequent
progression of symptoms. Based on his review of the medical record, Dr. Latov recalled that
petitioner developed neuropathy-related symptoms, including progressive weakness and
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paresthesia in the hands, two weeks following her receipt of the flu vaccine on October 1, 2013.
Tr. 12-13. She also complained of calf pain, ascending hip pain, numbness in the fingers, and
drooling, all of which Dr. Latov characterized as typical GBS-related symptoms. Tr. 13-14.

Dr. Latov relied heavily on petitioner’s contemporaneous diagnostic testing in
formulating his opinion regarding her October and November 2013 neuropathy symptoms. As
the medical record reveals, the testing completed during petitioner’s initial hospitalization
showed an increased CSF protein, but no inflammatory changes. Tr. 12. EMG and nerve
conduction studies were also consistent with a GBS diagnosis. Id. Petitioner thereafter
experienced a rapid improvement in strength following treatment with IVIG therapy. Tr. 13, 15;
see Pet. Ex. 7 at 3-4, 14.8 Given the above, Dr. Latov posited that petitioner’s early symptoms
were consistent with GBS and he felt that her treating physicians correctly identified the
diagnosis and treated her appropriately. Tr. 15.

Following her initial diagnosis, Dr. Latov reported that petitioner experienced two
presumed GBS-related relapses. Tr. 12; Pet. Ex. 29 at 9-10. After her second hospital
admission, Dr. Latov noted that petitioner received additional rounds of IVIG therapy with noted
improvement in her muscle strength. Tr. 17-18; see Pet. EX. 5 at 662-64; Pet. Ex. 17 at 18.
Similarly, in his view, petitioner responded well to